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Dear Ms. Simmons:

We have reviewed you~r Section 5 10(k) prermarket notification of intent to mar ket the device
refZerenced above and have determined the device is substantially equivalent (fior the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28. 1976. the enactment date of the Medical LDevice
Amendments. or to devices that have been reclassified in accordance with the provisions of'
the Federal Food. LDrug. and Cosmetic Act (Act) that do not require appro\'al of a pricinirkct
approval application (I'MA). You may. therefore. market the device, subject to the general
controls rovisons of the Act. Thle general controls provisions of the Act include

requirementus for annual registration, listing of devices. good manufacturing practice.
labeling. and prohibitions against misbranding and adulteration.

Iffyour device is classified (see above) into either class II (Special Controls) or class Ill
P 1MA). it may be subject to such additional controls;. Existing maj or regulations afl- ecthin

VouLr device canl be Ibu-nd in the Code of Federal Regulations. Fi tle 21 . Parts SOO to 898. In
addition, FDA~i may' pubilish IFurther annl]ounIcemenCts concerninile Vmur1 dCIv iceli the FederalI
\ecister,.
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Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (240) 276-0115. Also, please note the regulation
enltitled, "Misbranding by reference to premarket notification" (2ICFR Part 807.97). You
may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its Internet address
httpl://wwv.fda.sov/cdrh/industry/support/indexhtinl.

Sincerclv yours,

Inu Linl, Ph.D.

Director
Division of Anesthesiology, General H lospital,

Infection Control and Dental l)evices
Office of Device Evaluation
('enter for Devices and

Radiological I Icalth

I[n closure



Page of

5 10(k) Number (if known): K043585

Medline Eclipse TM Surgical Gown

Indications for Use:

Medline Disposable EclipseTM Surgical Gowns are surgical apparel that are intended to be worn
by operating room personnel during surgical procedures to protect both the surgical patient and
the operating room personnel from transfer of body fluids, micro-organisms, and particulate
material.

(PLEASE DO NOT WRITE BLOEW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use . . OR Over-the-Counter Use
(Per 21 CFR 801.109)

'1. ~7(Optional Format 12-96)
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